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DETAILED ACTION 

Application Status 

1 . Applicant's election without traverse of Group I (claims 1-2, 7, 13-14, 25-28, 30, 
32, 35, 47, 50 and 55, species L65Q) on March 26, 2008 is acknowledged. 

Claim Disposition 

2. Claims 1-2, 7, 13-14, 25-28, 30, 32, 35, 50, 51, 53-55 and 62-63 are pending. 
Claims 1-2, 7, 13-14, 25-28, 30, 32, 35, 50 and 55 are under examination. 

Claims 51 , 53-54 and 62-63 are withdrawn from further consideration pursuant to 37 
CFR 1.12(b), as being drawn to a non-elected invention, there being no allowable 
generic or linking claim. 

3. The Amendments filed on have been received and March 26, 2008 and March 
30, 2005 entered. 

Drawing 

4. The drawings filed March 30, 2005 have been accepted by the examiner. 
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Sequence Compliance 

5. It is noted that applicant's filed a new electronic copy of the sequence listing, 
therefore applicants need to provide a statement indicating that electronic and paper 
copy of the sequence are identical and that no new matter is included to comply with the 
sequence rules. 

Correction is required. 

Information Disclosure Statement 

6. The Information Disclosure Statements filed on January 3, 2006, February 6, 
2007, July 2, 2007 and November 16, 2006 has been received and entered. The 
references cited on the PTO-1449 Form have been considered by the examiner and a 
copy is attached to the instant Office action. 

Specification 

7. The specification is objected to because of the following informalities: 

The specification is objected to because trademarks are disclosed throughout the 
instant specification and not all of them are capitalized or accompanied by the generic 
terminology. The use of the trademarks such as TWEEN-20®, TWEEN-80®, for 
example, have been noted in this application (see pages 61 and 70). It should be 
capitalized wherever it appears and be accompanied by the generic terminology. 
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Although the use of trademarks is permissible in patent applications, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in 
any manner, which might adversely affect their validity as trademarks. It is suggested 
that the entire specification is reviewed for others. 

The specification is objected to because at page 48, the address for ATCC is 
disclosed as Rockville, MD and ATCC is now in Manassas, VA. 

The specification is also objected to because it contains an embedded hyperlink 
and/or other form of browser-executable code. Applicant is required to delete the 
embedded hyperlink and/or other form of browser-executable code. See MPEP § 
608.01 . See page 22 for example. It is suggested that http:// is deleted. 

The specification is objected to because the priority information is missing from 
the first page, for example, "This application is the national stage of the 
PCTDK03/00632, filed September 26, 2003". 

Correction is required 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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8. Claims 1-2, 7, 13-14, 25-28, 30, 32, 35, 50 and 55 are rejected under 35 
U.S.C. 112, first paragraph, as failing to comply with the written description requirement. 
The claim(s) contains subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. The claims recite added material, which is not supported by the original 
disclosure. Claims 1-2, 7, 13-14, 25-28, 30, 32, 35, 50 and 55 recite "An isolated or 
recombinant FVII or FVIIa" and the instant specification talks in general about what 
"isolated means" in association with a polypeptide or nucleic acid, however does not 
explicitly teach "an isolated FVII or FVIIa" (see paragraphs 0098,0256, 0305). Support 
was found for the term "recombinant" only. In addition, no support was found in the 
instant specification for the language "no more than 15 amino acid residues", because 
the instant specification discloses that the invention "comprises 1-15 amino acid 
modifications", see for example paragraphs 24 and 35. Therefore, the specification 
lacks adequate written description. 



Basis For Nonstatutory Double Patenting 

9. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
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and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 
645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In 
re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 
528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 1-50 and 55-56 

10. Claims 1-2, 7, 13-14, 25-28, 30, 32, 35, 50 and 55 are provisionally rejected 
under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable over claims 1 , 3-20, 25, 31-43, 45-48 of copending Application No. 
1 1/021 ,239. An obvious-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but an examined application claim is not patentably 
distinct from the reference claim(s) because the examined claim is either anticipated by, 
or would have been obvious over, the reference claim(s). See In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); and In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). 
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Although the conflicting claims are not identical, they are not patentably distinct from 
each other. 

The instant claims are directed to a FVII or FVIIa polypeptide variant comprising an 
amino acid sequence which differs from the amino acid sequence of hFVII or hFVIIa 
shown in SEQ ID NO: 1 in no more than 15 amino acid residues, wherein the leucine (L) 
in position 65 of SEQ ID NO:1 is substituted with a glutamine (Q) in said variant 
sequence, and wherein amino acid positions of the variant sequence are Numbered 
according to SEQ ID NO:1 . The copending application claim is directed to a 
recombinant FVII or FVIIa polypeptide variant having clotting activity comprising an 
amino acid sequence which differs from the amino acid sequence of hFVII or hFVIIa 
shown in SEQ ID NO:1 in no more than 15 amino acid residues, wherein the arginine 
residue in position 36 of SEQ ID NO:1 is substituted with a negatively charged amino 
acid residue in the variant, and wherein amino acid positions of the variant are 
numbered according to SEQ ID NO:1. 

The two sets of claims differ as the instant claims recite "modifications selected 
from L39, I42, S43, K62, L65, F71, E82 and F275", however the copending application 
claim contemplate a modification at position 36. The two sets of claims are related as a 
genus and species since the copending claims would be the genus of the specific 
species recited in the instant application with the open language of comprising no more 
than 15 amino acid substitutions, thus the recited position would be encompassed and 
is obvious in view of the disclosure that positions 46-406 of SEQ ID NO:1 can be 
mutated (see paragraph 0145 of the instant application specification). 
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Although the scope of the claims herein differs, the two sets of claims are 
directed to similar inventions as the claim language has the similar material. One of 
ordinary skill in the art would be motivated to modify the copending claims to recite, for 
example the species that is contained in the instant application because the copending 
application claims recite the limitations in dependent claims and said embodiments 
would clarify the claim by providing the specific species. Therefore, the copending 
claims are a genus over the copending species. Thus, the copending claims are an 
obvious variation of the instant application claim, therefore prima facie obvious. 

1 1 . Claims 1-2,7,13-14, 25-28, 30, 32, 35, 50 and 55 are provisionally rejected 
under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable overclaims 1-5, 16-19, 26, 29-33 and 41-48 of copending Application No. 
1 1/381 , 713. An obvious-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but an examined application claim is not patentably 
distinct from the reference claim(s) because the examined claim is either anticipated by, 
or would have been obvious over, the reference claim(s). See In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); and In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other. 
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The instant claims are directed to a FVII or FVIIa polypeptide variant comprising an 
amino acid sequence which differs from the amino acid sequence of hFVII or hFVIIa 
shown in SEQ ID NO: 1 in no more than 15 amino acid residues, wherein the leucine (L) 
in position 65 of SEQ ID NO:1 is substituted with a glutamine (Q) in said variant 
sequence, and wherein amino acid positions of the variant sequence are Numbered 
according to SEQ ID NO:1 . The copending claims are directed to 
a FVII or FVIIa polypeptide variant having an amino acid sequence comprising 3-15 
amino acid modifications relative to human Factor VII (hFVII) or human Factor Vila 
(hFVIIa) having the amino acid sequence shown in SEQ ID NO:2, wherein said amino 
acid sequence of the variant comprises an amino acid substitution in position 10 and 32 
and wherein a sugar moiety is covalently attached to an introduced in vivo N- 
glycosylation site located outside the Gla domain. 

The two sets of claims differ as the instant claims recite "no more than 15 amino 
acid residues" however the copending application claims have the open language of 
comprising thus the recited 3-15 amino acid substitutions can be 1-15 amino acid 
substitutions. Moreover, the recited sugar moiety in the copending application is recited 
in dependent claim 27 of the instant application. In addition, the claims differ since the 
copending application recites "positions 10 and 32", however, note that the depending 
claims in the instant application recite the same positions in dependent claim 14, for 
example. Furthermore, the structure of SEQ ID NO:1 in the instant application and SEQ 
ID NO:2 of the copending application, are identical. 

Although the scope of the claims herein differs, the two sets of claims are 
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directed to similar inventions as the claim language has the similar material. One of 
ordinary skill in the art would be motivated to modify the instant claims to recite, for 
example the species that is contained in the copending application because the instant 
application claims recite the limitations in dependent claims and said embodiments 
would clarify the claim by providing the specific species. Therefore, the instant claims 
are a genus over the copending species. Thus, the patented claims are an obvious 
variation of the instant application claim, therefore prima facie obvious. 



12. Claims 1-2, 7, 13-14, 25-28, 30, 32, 35, 50 and 55 are provisionally rejected 
under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable overclaims 1-5, 16-19, 26, 29-33, 41-43 and 48 of copending Application 
No. 1 1/381 , 717. An obvious-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but an examined application claim is not patentably 
distinct from the reference claim(s) because the examined claim is either anticipated by, 
or would have been obvious over, the reference claim(s). See In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); and In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other. 

The instant claims are directed to a FVII or FVIIa polypeptide variant comprising an 
amino acid sequence which differs from the amino acid sequence of hFVII or hFVIIa 
shown in SEQ ID NO: 1 in no more than 15 amino acid residues, wherein the leucine (L) 
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in position 65 of SEQ ID NO:1 is substituted with a glutamine (Q) in said variant 
sequence, and wherein amino acid positions of the variant sequence are Numbered 
according to SEQ ID NO:1 . The copending claims are directed to 
a Factor VII (FVII) or Factor Vila (FVIIa) polypeptide variant having an 
amino acid sequence comprising 3-15 amino acid modifications relative to human 
Factor VII (hFVII) or human Factor Vila (hFVIIa) having the amino acid sequence 
shown in SEQ ID NO:2, wherein said amino acid sequence of the variant comprises an 
amino acid substitution in position 10 and 32 and wherein a sugar moiety is covalently 
attached to an introduced in vivo N-glycosylation site located outside the Gla domain. 

The two sets of claims differ as the instant claims recite "no more than 15 amino 
acid residues" however the copending application claims have the open language of 
comprising thus the recited 3-15 amino acid substitutions can be 1-15 amino acid 
substitutions. Moreover, the recited sugar moiety in the copending application is recited 
in dependent claim 27 of the instant application. In addition, the claims differ since the 
copending application recites "positions 10 and 32", however, note that the depending 
claims in the instant application recite the same positions in dependent claim 14, for 
example. Furthermore, the structure of SEQ ID NO:1 in the instant application and SEQ 
ID NO:2 of the copending application, are identical. 

Although the scope of the claims herein differs, the two sets of claims are 
directed to similar inventions as the claim language has the similar material. One of 
ordinary skill in the art would be motivated to modify the instant claims to recite, for 
example the species that is contained in the copending application because the instant 
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application claims recite the limitations in dependent claims and said embodiments 
would clarify the claim by providing the specific species. Therefore, the instant claims 
are a genus over the copending species. Thus, the patented claims are an obvious 
variation of the instant application claim, therefore prima facie obvious. 

1 3. Claims 1 -2, 7, 13-14, 25-28, 30, 32, 35, 50 and 55 are provisionally rejected 
under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable overclaims 1-5, 16-19, 26, 29-33, 41-43 and 48 of copending Application 
No. 1 1/381 , 718. An obvious-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but an examined application claim is not patentably 
distinct from the reference claim(s) because the examined claim is either anticipated by, 
or would have been obvious over, the reference claim(s). See In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); and In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other. 

The instant claims are directed to a FVII or FVIIa polypeptide variant comprising an 
amino acid sequence which differs from the amino acid sequence of hFVII or hFVIIa 
shown in SEQ ID NO: 1 in no more than 15 amino acid residues, wherein the leucine (L) 
in position 65 of SEQ ID NO:1 is substituted with a glutamine (Q) in said variant 
sequence, and wherein amino acid positions of the variant sequence are Numbered 
according to SEQ ID NO:1 . The copending claims are directed to 
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a FVII or FVIIa polypeptide variant having an amino acid sequence comprising 3-15 
amino acid modifications relative to human Factor VII (hFVII) or human Factor Vila 
(hFVIIa) having the amino acid sequence shown in SEQ ID NO:2, wherein said amino 
acid sequence of the variant comprises an amino acid substitution in position 10 and 32 
and wherein a sugar moiety is covalently attached to an introduced in vivo N- 
glycosylation site located outside the Gla domain. 

The two sets of claims differ as the instant claims recite "no more than 15 amino 
acid residues" however the copending application claims have the open language of 
comprising thus the recited 3-15 amino acid substitutions can be 1-15 amino acid 
substitutions. Moreover, the recited sugar moiety in the copending application is recited 
in dependent claim 27 of the instant application. In addition, the claims differ since the 
copending application recites "positions 10 and 32", however, note that the depending 
claims in the instant application recite the same positions in dependent claim 14, for 
example. Furthermore, the structure of SEQ ID NO:1 in the instant application and SEQ 
ID NO:2 of the copending application, are identical. 

Although the scope of the claims herein differs, the two sets of claims are 
directed to similar inventions as the claim language has the similar material. One of 
ordinary skill in the art would be motivated to modify the instant claims to recite, for 
example the species that is contained in the copending application because the instant 
application claims recite the limitations in dependent claims and said embodiments 
would clarify the claim by providing the specific species. Therefore, the instant claims 
are a genus over the copending species. Thus, the patented claims are an obvious 
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variation of the instant application claim, therefore prima facie obvious. 

14. Claims 1-2, 7, 13-14, 25-28, 30, 32, 35, 50 and 55 are provisionally rejected 
under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable overclaims 1-5, 16-19, 26, 29-33, 41-43 and 48 of copending Application 
No. 1 1/381 , 705. An obvious-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but an examined application claim is not patentably 
distinct from the reference claim(s) because the examined claim is either anticipated by, 
or would have been obvious over, the reference claim(s). See In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); and In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other. 

The instant claims are directed to a FVII or FVIIa polypeptide variant comprising an 
amino acid sequence which differs from the amino acid sequence of hFVII or hFVIIa 
shown in SEQ ID NO: 1 in no more than 15 amino acid residues, wherein the leucine (L) 
in position 65 of SEQ ID NO:1 is substituted with a glutamine (Q) in said variant 
sequence, and wherein amino acid positions of the variant sequence are Numbered 
according to SEQ ID NO:1 . The copending claims are directed to 
a Factor VII (FVII) or Factor Vila (FVIIa) polypeptide variant having an 
amino acid sequence comprising 3-15 amino acid modifications relative to human 



Application/Control Number: 10/529,624 Page 15 

Art Unit: 1652 

Factor VII (hFVII) or human Factor Vila (hFVIIa) having the amino acid sequence 
shown in SEQ ID NO:2, wherein said amino acid sequence of the variant comprises an 
amino acid substitution in position 10 and 32 and wherein a sugar moiety is covalently 
attached to an introduced in vivo N-glycosylation site located outside the Gla domain. 

The two sets of claims differ as the instant claims recite "no more than 15 amino 
acid residues" however the copending application claims have the open language of 
comprising thus the recited 3-15 amino acid substitutions can be 1-15 amino acid 
substitutions. Moreover, the recited sugar moiety in the copending application is recited 
in dependent claim 27 of the instant application. In addition, the claims differ since the 
copending application recites "positions 10 and 32", however, note that the depending 
claims in the instant application recite the same positions in dependent claim 14, for 
example. Furthermore, the structure of SEQ ID NO:1 in the instant application and SEQ 
ID NO:2 of the copending application, are identical. 

Although the scope of the claims herein differs, the two sets of claims are 
directed to similar inventions as the claim language has the similar material. One of 
ordinary skill in the art would be motivated to modify the instant claims to recite, for 
example the species that is contained in the copending application because the instant 
application claims recite the limitations in dependent claims and said embodiments 
would clarify the claim by providing the specific species. Therefore, the instant claims 
are a genus over the copending species. Thus, the patented claims are an obvious 
variation of the instant application claim, therefore prima facie obvious. 
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15. Claims 1-2, 7, 13-14, 25-28, 30, 32, 35, 50 and 55 are provisionally rejected 
under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable overclaims 1, 20, 25, 31-41 and 57-64 of copending Application No. 
1 1/379, 664. An obvious-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but an examined application claim is not patentably 
distinct from the reference claim(s) because the examined claim is either anticipated by, 
or would have been obvious over, the reference claim(s). See In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); and In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other. 

The instant claims are directed to a FVII or FVIIa polypeptide variant comprising 
an amino acid sequence which differs from the amino acid sequence of hFVII or hFVIIa 
shown in SEQ ID NO: 1 in no more than 15 amino acid residues, wherein the leucine (L) 
in position 65 of SEQ ID NO:1 is substituted with a glutamine (Q) in said variant 
sequence, and wherein amino acid positions of the variant sequence are Numbered 
according to SEQ ID NO:1 . The copending claims are directed to 
a recombinant Factor VII (FVII) or Factor Vila (FVIIa) polypeptide variant comprising the 
amino acid sequence shown in SEQ ID NO: 1 with six amino acid substitutions, said six 
amino acid substitutions consisting of a glutamic acid residue substituted for the 
arginine residue in position 36, a glutamine residue substituted for the proline residue in 
position 10, a glutamic acid residue substituted for the lysine residue in position 32, a 
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glutamic acid residue substituted for the alanine residue in position 34, an asparagine 
residue substituted for the threonine residue in position 106, and an asparagine residue 
substituted for the valine residue in position 253 of SEQ ID NO:1 . 

The two sets of claims differ as the instant claims recite "no more than 15 amino 
acid residues " however the copending application claims have the open language of 
comprising thus the recited 6 amino acid substitutions can be 1-15 amino acid 
substitutions. Moreover, the recited sugar moiety in the copending application claim 31 
is recited in dependent claim 27 of the instant application. In addition, the claims differ 
since the copending application recites "positions 10, 34, 106, 253 and 32", however, 
note that the depending claims in the instant application recites the same positions, see 
for example claim 14. Furthermore, the structure of SEQ ID NO:1 and SEQ ID NO:2 
are identical. 

Although the scope of the claims herein differs, the two sets of claims are 
directed to similar inventions as the claim language has the similar material. One of 
ordinary skill in the art would be motivated to modify the instant claims to recite, for 
example the species that is contained in the copending application because the instant 
application claims recite the limitations in dependent claims and said embodiments 
would clarify the claim by providing the specific species. Therefore, the instant claims 
are a genus over the copending species. Thus, the patented claims are an obvious 
variation of the instant application claim, therefore prima facie obvious. 



16. Claims 1-2, 7, 13-14, 25-28, 30, 32, 35, 50 and 55 are provisionally rejected 
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under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable over claims 1,41, 48, 64-67, 82-83, 91 and 95-96 of copending 
Application No. 10/512,754. An obvious-type double patenting rejection is appropriate 
where the conflicting claims are not identical, but an examined application claim is not 
patentably distinct from the reference claim(s) because the examined claim is either 
anticipated by, or would have been obvious over, the reference claim(s). See In re 
Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11F.3d 1046, 
29 USPQ2d 2010 (Fed. Cir. 1993); and In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. 
Cir. 1985). Although the conflicting claims are not identical, they are not patentably 
distinct from each other. 

The instant claims are directed to a FVII or FVIIa polypeptide variant comprising an 
amino acid sequence which differs from the amino acid sequence of hFVII or hFVIIa 
shown in SEQ ID NO: 1 in no more than 15 amino acid residues, wherein the leucine (L) 
in position 65 of SEQ ID NO:1 is substituted with a glutamine (Q) in said variant 
sequence, and wherein amino acid positions of the variant sequence are Numbered 
according to SEQ ID NO:1 . The copending claims are directed to 
a recombinant FVII or FVIIa polypeptide variant comprising the amino acid sequence 
shown in SEQ ID NO:2 with four amino acid substitutions consisting of P10Q, K32E, 
T106N, and V253N, wherein amino acid positions of the variant are numbered 
according to SEQ ID NO:2. 

The two sets of claims differ as the instant claims recite "no more than 15 amino 
acid residues" however the copending application claims have the open language of 
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comprising thus the recited 1-15 amino acid substitutions can be 20, 50, 100 or more 
amino acid substitutions. Moreover, the recited sugar moiety in the copending 
application claim 31 is recited in dependent claim 27 of the instant application. In 
addition, the claims differ since the copending application recites "positions 10, 34, 106, 
253 and 32", however, note that the dependent claims in the instant application recites 
the same positions, see for example claim 14. Furthermore, the structure of SEQ ID 
NO:1 and SEQ ID NO:2 are identical. 

Although the scope of the claims herein differs, the two sets of claims are 
directed to similar inventions as the claim language has the similar material. One of 
ordinary skill in the art would be motivated to modify the instant claims to recite, for 
example the species that is contained in the copending application because the instant 
application claims recite the limitations in dependent claims and said embodiments 
would clarify the claim by providing the specific species. Therefore, the instant claims 
are a genus over the copending species. Thus, the patented claims are an obvious 
variation of the instant application claim, therefore prima facie obvious. 

17. Claims 1-2, 7, 13-14, 25-28, 30, 32, 35, 50 and 55 are provisionally rejected 
under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable over claims 1 , 3-1 7, 54, and 59 of copending Application No. 1 0/549, 506. 
An obvious-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but an examined application claim is not patentably distinct from the 
reference claim(s) because the examined claim is either anticipated by, or would have 
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been obvious over, the reference claim(s). See In re Berg, 140 F.3d 1428, 46 USPQ2d 
1226 (Fed. Cir. 1998); In re Goodman, 11F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); 
and In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). Although the conflicting 
claims are not identical, they are not patentably distinct from each other. 

The instant claims are directed to a FVII or FVIIa polypeptide variant comprising 
an amino acid sequence which differs from the amino acid sequence of hFVII or hFVIIa 
shown in SEQ ID NO: 1 in no more than 15 amino acid residues, wherein the leucine (L) 
in position 65 of SEQ ID NO:1 is substituted with a glutamine (Q) in said variant 
sequence, and wherein amino acid positions of the variant sequence are Numbered 
according to SEQ ID NO:1 . The copending claims are directed to 
a variant of FVII or FVIIa, wherein said variant comprises 1-15 amino acid modifications 
as compared to hFVIIa or FVIIa (SEQ ID NO:2), including at least one amino acid 
modification in a position selected from the group consisting of positions 196, 237 and 
341. 

The two sets of claims differ as the instant claims recites in some of the mutated 
positions, however, the instant claims would be a genus over the species recited in the 
copending application since the language is open with no more than 15 modifications. 
Furthermore, the instant disclosure contemplates the modifications in the copending 
application. Further, the structure of SEQ ID NO:1 and SEQ ID NO:2 are identical. 

Although the scope of the claims herein differs, the two sets of claims are 
directed to similar inventions as the claim language has the similar material. One of 
ordinary skill in the art would be motivated to modify the instant claims to recite, for 
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example the species that is contained in the copending application because the instant 
application claims recite the limitations in dependent claims and said embodiments 
would clarify the claim by providing the specific species. Therefore, the instant claims 
are a genus over the copending species. Thus, the patented claims are an obvious 
variation of the instant application claim, therefore prima facie obvious. 



Conclusion 



18. No claims are presently allowable. The mutation L65Q is free of the art. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HOPE A. ROBINSON whose telephone number is 
(571)272-0957. The examiner can normally be reached on Monday-Friday 9:00-6:30. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nashaat T. Nashed, Ph.D., can be reached at (571) 272-0934. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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